Food and Drug Administration Office of Regulatory Affairs 
Summary Report ~ - 
-- -- - ' ’ ~ For Sample Number: 439757 

TD Sample Number: " - Import Sample Number ” 

£ ..This is an accurate reproduction of the originil electronic-record as of,&0N22/20i 3 - ! - 


Sample Class: Normal Everyday Sample Sample Origin: Domestic Sample Basis: Other-Survl 

Sample Flag: Sample Type: Official Collecting District: C1N-DO 

Home District: Orig C/R and Records To: CiN-DO Collection PACs: 56R814 

Product Name: Betamethasone (Glucocorticoid); Human - Rx/Single Ingredient; Sterile Liquid 
Product Description: Injectable 

Collection Reason: Special assignment for recall D-0000-2012 New England Compounding Center 


Lab: SAN- 

Split Num: 0 

Date Received: 10/16/2012 

Date Out of Lab: 01/22/2013 

District LAB 


District Conclusion 

District 

Conclusion: 


Made By: 


Disposition 


Disposition 

Disposition 

Reason: 


Authorized By: 

Authorized Date: 


Performing Org PAC LID PAF Compliance No 

SAN-MICRO 56R814 MIC 

Lab Conclusion 

Kocuria rosea found in Sub 3. 

Bacillus pumilus found in Sub 10. 

Bacillus sporothermodurans found in Sub 1 1 . 

Bacillus megaterium found in sub 14, 

Bacillus lentus found in sub 15. 

Bacillus simplex found in Sub 16 and 17. 

Gram positive rods found in Sub 7. 

No growth observed in Sub 1-2, 4-6, 8-9, 12-13, 18. 

Suitability tests satisfactory. 

Controls satisfactory. 

Lab Conclusion Date 

01/22/2013 


Lab Conclusion Made By'') 

Lau, Henry K. , / ' 


Lab Class-Description Laboratory Status 

3 - Adverse Findings Completed 


PUs 


Date: 01/22/2013 


Page: 1 of 1 


FDA_E00482749 




DESCRIPTION OF SAM PLE 


One clear plastic whirlpak bag, folded closed, identified as "439757 MGG 10/15/12", sealed as ”439757 10/15/12 Maribeth 
G, Grattan", contains one whirlpak bag containing 3 packages of product, and 32 packages of product. Samples were 
received at ambient temperature. Yellow plastic flip top was missing from three packages in whirl pak bag, and two 
packages in outer bag. 



Container: Amber glass vial -4. 5cm in height, 2cm in diameter, with rubber septum top with metal seal, covered with 
yellow plastic flip top. 

Labeling: Commercially printed labelling on white sticker adhered to amber glass vial, reads in part "NEW ENGLAND 

COMPOUNDING CTR" 

Coding: "Lot#082020 12@141 Discard after 2/16/2013" stamped in black ink on all subs. 

Product: Clear liquid. 

Analysis: 18 subs were analyzed individually for sterility. 

Methods: USP-35-NF 30, 2012. Ch. 71 Sterility Test direct inoculation. See General Continuation Sheet 431a. 

Results: All controls satisfactory 

Kocuria rosea detected in sub 3, unidentified gram positive rods detected in sub 7, Bacillus pumilus detected in 
sub 10, Bacillus sporothermodurans detected in sub 1 1, Bacillus megaterium detected in sub 14, Bacillus lentus 
detected in sub 15, and Bacillus simplex detected in subs 16 and 17. 

No growth detected in subs 1, 2, 4-6,8, 9, 12, 13, and 18. 

See sample 756983 for system suitability (attachment A) 

1 1 . RESERVE SAMPLE 

Investigator's seal was identified as broken by "APL 10/18/12". 18 packages of product were numbered 1-18 and used for 
analysis. Remainder of subs 1-18 were placed in whirlpak bag identified as "439757 10/18/12" and remaining subs in tact 
identified as "439757 10/18/12 APL", were placed in original packaging identified as "439757 10/18/12" sealed as "439757 
10/21/12 Andrew P. Lin" and returned to Jim Gilchrist, Sample Custodian on 10/23/12. Sample was stored locked in room 
165 during analysis. 
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GENERAL CONTINUATION SHEET | Betamethasone 6 mg/mL [439757 

Please continue your entry below 
Methods: 

USP35-NF30 online, Chapter <71> Sterility Tests, test by direct inoculation 

Subs 1-18 analyzed individually 

Procedure: 

Product was tested by direct inoculation. Product testing performed in a horizontal laminar flow hood certified in 
compliance with Class 100 conditions, located in a controlled environment clean room as described in Federal Standard 
No, 209E. 

Product of subs 3-1 8 were analyzed via direct inoculation as follows: 

The septum covered top of each tested sub was decontaminated by dipping it into a 10% bleach solution, allowing it air 
dry, and wiped down with a sterilized paper towel soaked with sterile isopropanoi. Before product was analyzed, each vial 
was shaken to resuspend a precipitate. A sterile needle with syringe was used to puncture the septum cap and withdraw 
the entire contents of the vial, approximately 5 mL, and half of the fluid (approximately 2.5 mL) was inoculated into a 100 
mL bottle of both Soybean Casein Digest (SCD) and the other half was inoculated into a bottle A Fluid Thioglycollate 
Medium (FT). o-^ 2/7/13 

For all subs, FT was incubated at 33± 2°C, SCD at 23±2°C, for 14 days, or until growth was observed. 


Media, environmental, system, and equipment controls run in parallel with sterility test: 

Two unopened vessels of each medium incubated in parallel with product test media, used as negative media control. 

Two opened vessels of each medium, two opened SCD agar plates, and two opened Potato Dextrose Agar plates were 
placed in working areas of the hood and a second of the described open media controls were placed on the bench-top 
during analysis. RODAC plates were used to test hood surface, bench surface, and floor of the clean-room, as well as the 
analysts' gloves and gowns, and two STA air sampling plates of the hood environment during testing, all incubated in 
parallel as environmental controls, 

Two syringes with needles from the same sterilization lot used during analysis were used to withdraw SCD and FT, 
which were then incubated in parallel as negative equipment controls. 
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ary Media: Fluid Thio/SCD Sterility Daily Observation Record Date Started: IQ/IA / 1 Z 
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_@33°±2°C. H = Holiday 
23 °± 2°C, 



Isolate VITEK Record 
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Attachment A 


GENERAL CONTINUATION SHEET 


, '5p \7 „w< y4i L 


*0r. ihi 

)Z/\L/lZ 




JT 


BACTERIOSTASIS AND FUNGISTASIS 
| Date Started : f//^/t2_ 

Procedure: less than 100 cells/spores each of test organisms 1, 2, 3, 5, & 6 were added to bottles 
containing IoD mL of Fluid Thioglycollate medium and mL/gm product sample; less 
than 1 00 cells/spores each of test organisms 1, 2, 3, 4, & 5 were added to bottles containing \oD J 
mL of Soybean Casein Digest medium and J mL/gm product sample. Both sets of media 
product were then incubated as in product sterility analysis. Similar sets of media without product | 
were also inoculated as above and incubated with test bottles. 

1 2, Modification: . , : i i 

p S^C.a\b.-coAS, 

|3. Results: 

(LotAfcAs 6a4(6^aclof<^ - 




FORM FDA 431a (SAN-D 


0 STERILITY4, VI .0) Effective Date 3/14/20C 
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Attachment B 

U.S. FDA - San Fransisco District' 


bioMerieux Customer: 03268 
System#: C231 56 

4 * 1*1 

Isolate Group: 400757 TSB3-2 


Laboratory Report 




Bionumber: 000021000000000 
Selected Organism: Kocuria rosea 


^7 

hZ/m- 

TU- 

Printed Oct 28, 2012 21:06PDT 
Autoprint 


Comments: 



Card: GP 

Number: 242234040 

„ . May 11, 2013 13:00 

Expires: pDT 

„ . J Oct 28, 2012 

Completed: 21:14pDT 

Status: Final 

S ' 13 8 00 h0UrS 

Selected Organism 

91% Probability Kocuria rosea 

Bionumber: 000021000000000 Confidence: Good identification 


SRF 

Organism 


(Analysis Organisms and Tests to Separate: 


Analysis Messages: 


Contraindicating Typical Biopattern(s) 

Kocuria rosea LeuA(83),AGAL(17),AlaA(94),ProA(6), 


Biochemical Details | 

2 

AMY 


4 

PIPLC 


|!L_ 

dXYL 

• 

8 

ADH1 


9 

BGAL 


11 

AGLU 


13 

APPA 


14 

CDEX 



AspA 


16 

BGAR 


17 

AMAN 


19 

PHOS 


20 

LeuA 


23 

ProA 

+ 

2f_| 

BGURr 

n 

25 

AGAL 

+ 

26 

PyrA 


27 

BGUR 


28 

AlaA 


29 

TyrA 


30 

dSOR 


31 

URE 


32 

POLYB 


37 

dGAL 


38 

dRIB 


39 

ILATk 


42 

LAC 


44 

NAG 


45 

dMAL 


46 

BACI 


47 

NOVO 


50 

NC6.5 


52 

dMAN 


53 

dMNE 

jj 

54 

MBdG 


56 

PUL 


57 

dRAF 


58 

0129R 


59 

SAL 


60 

SAC 

J 

62 

dTRE 


63 

ADH2s 


64 1 

OPTO 









i 









Installed VITEK 2 Systems Version: 05.01 
MIC Interpretation Guideline: 

AES Parameter Set Name: 

Page 1 of 1 


Therapeutic Interpretation Guideline: 
AES Parameter Last Modified: 
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bioMerieux Customer: 03268 
System #: C23156 


Attachment C 

U.S. FDA - San Fransisco District 

Laboratory Report 


wnn 

Printed Oct 28, 2012 18:02 PDT 
Autoprint 


Isolate Group: S. aureus-1 


S.tmM 


Bionumber: 010402023763231 
Selected Organism: Staphylococcus aureus 



IdentificationMff^F 

InformationB^^K^ 

irkMMHUw 

Card: GP 

Liter: 242234040 

„ . May 11, 2013 13:00 

Expires: pD y 

„ , , Oct 28, 2012 18:18 

Completed: pDT 

Status: Final 

£ nalySiS 5.00 hours 

Time: 

Selected Organism 

98% Probability Staphylococcus aureus 

Bionumber: 010402023763231 Confidence: Excellent identification 


SRF 

Organism 


lAnalysis Organisms and Tests to Separate: 


Analysis Messages: 


Contraindicating Typical Biopattern(s) 

Staphylococcus aureus AGLU(79), 


Biochemical Details 1 

2 

AMY 


4 

PIPLC 


5 

dXYL 


8 

ADH1 

+ 

9 

BGAL 


11 

AGLU 


13 

APPA 


14 

CDEX 


15 

AspA 


16 

BGAR 


17 

AMAN 


19 

PHOS 

+ 

20 

LeuA 


23 

ProA 


24 

BGURr 


25 

AGAL 


26 

PyrA 

+ 

27 

BGUR 


28 

AlaA 


29 

TyrA 


30 

dSOR 


31 

URE 


32 

POLYB 

+ 

37 

dGAL 


38 

dRIB 

+ 

39 

ILATk 

+ 

42 

LAC 


44 

NAG 

+ 

45 

dMAL 

+ 

46 

BACi 

+ _ 

47 

NOVO 


50 

NC6.5 

” 

52 

dMAN 

+ 

53 

dMNE 


54 

MBdG 


56 

PUL 


57 

dRAF 


58 

0129R 

+ 

59 

SAL 


60 

SAC 


62 

dTRE 

+_ 

63 

ADH2s 


64 

OPTO 

r 
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Attachment D 

U.S. FDA - San Fransisco District 

bioMerieux Customer: 03268 Laboratory Report 

System #: C23156 

Isolate Group: 439757 TSB15-1 

Bionumber: 1050105534110020 
Selected Organism: Bacillus lentus 


"/lit*. 

~ll . 

Printed Nov 1, 2012 05:38 PDT 
Autoprint 


ictjqa 


jcfomiation^jl^^P 

Card: BCL 

^ 0t . 239266620 

Number: 

= . Apr 2, 2014 13:00 

Expires: pDT 

„ J Nov 1, 2012 06:04 

Completed: pDT 

Status: Final 

^. nalyS(S 14.25 hours 

Time: 

Selected Organism 

89% Probability Bacillus lentus 

Bionumber: 1050105534110020 Confidence: Good identification 


SRF 

Organism 


Unalysis Organisms and Tests to Separate: 


Analysis Messages: 


Contraindicating Typical Biopattern(s) 

Bacillus lentus LeuA(71),APPA{3),dMLZ(17),TyrA(94),MTE(12). 


Biochemical Details I 

i 

BXYL 

+ 

3 

LysA 


4 

AspA 


5 

LeuA 


7 

PheA 

(-) 

8 

ProA 


9 

BGAL 

+ 

10 

PyrA 


11 

AGAL 

+ 

12 

AlaA 


13 

TyrA 


14 

BNAG 


15 

APPA 

+ 

18 

CDEX 


19 

dGAL 


21J 

GLYG 


22 

INO 


24 

MdG 


25 

ELLM 

+ 

26 

MdX 


27 

AMAN 

(*> 

29 

MTE 

+ 

30 

GlyA 


31 

dMAN 

(+) 

32 

dMNE 

+ 

34 

dMLZ 

+ 

36 

NAG 


37 

PLE 


39 

IRHA 


41 

BGLU 


43 

BMAN 

+ 

44 

PHC 


45 

PVATE 


46 

AGLU 

+~ 

47 

dTAG 


48 

dTRE 


50 

INU 


53 

dGLU 


54 

dRIB 


56 

PSCNa 


58 

NaCI 6.5% 

fT 

59 

KAN 


60 

OLD 


61 

ESC 


62 

TTZ 


63 

POLYB_R 









Installed VITEK 2 Systems Version: 05.01 
MIC Interpretation Guideline: 
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Therapeutic Interpretation Guideline: 
AES Parameter Last Modified: 
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Attachment E 

U.S. FDA - San Fransisco District 

bioMerieux Customer: 03268 Laboratory Report 

System #: C23156 

Isolate Group: 439757 10 rerun-1 -i o 

Bionumber: 0057105414442260 
Selected Organism: Bacillus pumilus 


' TL- 


Printed Nov 1, 2012 05:38 PDT 
Autoprint 




Card: BCL 

h 0t . 239266620 

Number: 

Expires: 

Apr 2, 2014 13:00 

PDT 

1 nformation MKMbW 

„ Novi, 2012 06:04 

Completed: pm - 

Status: Final 

Analysis 

Time: 

14.25 hours 

Selected Organism 

85% Probability 

Bionumber: 0057105414442260 

Bacillus pumilus 

Confidence: 

Acceptable 

identification 


SRF 

Organism | 

Analysis Organisms and Tests to Separate: 


Analysis Messages: 


Contraindicating Typical Biopattern(s) 

Bacillus pumilus PheA(99),dRIB(94),LeuA(79),APPA(17),BXYL(98),dTAG(96), 


Biochemical Details 1 

! 

BXYL 


3 

LysA 


4 

AspA 


5 

LeuA 


7 

PheA 


8 

ProA 


9 

BGAL 

T 

10 

PyrA 


11 

AGAL 

+ 

12 

AlaA 

+ 

13 

TyrA 


14 

BNAG 

+ 

15 

APPA 

r 

18 

CDEX 


19 

dGAL 


21 

GLYG 


22 

INO 


24 

MdG 


26 1 

ELLM 

+ 

26 

MdX 


27 

AMAN 

+ 

29 

MTE 


30 

GlyA 

(-) 

31 

dMAN 


32 

dMNE 


34 

dMLZ 


36 

NAG 


37 

PLE 


39 

IRHA 


41 

BGLU 


43 j 

BMAN 


44 

PHC 


45 

PVATE 

+ 

46 

AGLU 


47 

dTAG 


48 

dTRE 


50 

INU 


53 

dGLU 

+ 

54 

dRIB 


56 

PSCNa 


58 

NaCI 6.5% 

+ 

59 

KAN 


60 

OLD 


61 

ESC 

+2 

62 

TTZ 


63 

POLYB_R 
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Attachment F 

U S. FDA - San Fransisco District 

bioMerieux Customer: 03268 Laboratory Report 

System #: C23156 

Isolate Group: 439757 FT1 7-1 I'S'l P'1 I"? 

Bionumber 0303001000000000 
Selected Organism: Bacillus simplex 


b r >> e \1 < 5l 

"///>- 

'TU- 

Printed Nov 1, 2012 06:24 PDT 
Autoprint 



§l!5J£ 

Card: BCL 

239266620 

„ . Apr 2, 2014 13:00 

Expires: PDT 

„ , Nov 1,2012 06:52 

Completed: pDT 

Status: Final 

Time; 8 ' 5 1425 h0urS 

Selected Organism 

99% Probability Bacillus simplex 

_ „ Excellent 

Bionumber: 0303001000000000 Confidence: identification 


SRF 

Organism 


I Analysis Organisms and Tests to Separate : 


Analysis Messages: 


[Contraindicating Typical Biopattern(s) 


Biochemical Details 1 

i 

BXYL 


3 

LysA 


4 

AspA 


5 

LeuA 

+ 

7 

PheA 

+ 

8 

ProA 


9 

BGAL 


10 

PyrA 


11 

AGAL 


12 

AlaA 

+ 

13 

TyrA 

+ 

14 

BNAG 


15 

APPA 


18 

CDEX 


19 

dGAL 


21 

GLYG 


22 

INO 


24 

MdG 


25 

ELLM 

+ 

26 

MdX 


27 

AMAN 


29 

MTE 


30 

GlyA 


31 

dMAN 


32 

dMNE 


34 

dMLZ 


36 

NAG 


37 

PLE 


39 

IRHA 


41 

BGLU 


43 

BMAN 


44 

PHC 


45 

PVATE 


46 

AGLU 


47 

dTAG 


48 

dTRE 


50 

INU 


53 

dGLU 


54 

dRIB 


56 

PSCNa 


58 

NaCI 6.5% 


59 

KAN 


60 

OLD 


61 , 

ESC 


62 

TTZ 


63 

POLYB_R 
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bioMerieux Customer: 03268 
System #: C23156 


Attachment G 

U S. FDA - San Fransisco District 

Laboratory Report 


W isl 


"TV- 


Printed Nov 1,2012 10:54 PDT 
Printed by: LabTech 


Isolate Group: B. subtilis-1 K . friUn6 

Bionumber: 1372065605453261 
Selected Organism: Bacillus subtilis 



Installed VITEK 2 Systems Version: 05.01 

MIC Interpretation Guideline: Therapeutic Interpretation Guideline: 
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bioMerieux Customer: 03268 
System #: C23156 


Attachment H 

U.S. FDA - San Fransisco District 

Laboratory Report 


Printed Nov 1,2012 10:54 PDT 
Printed by: LabTech 


Isolate Group: B. subtilis-1 




Bionumber: 1372065605453261 
Selected Organism: Bacillus subtilis 


Biochemical Details I 

i 

BXYL 

+ 

3 

LysA 


4 

AspA 


5 

LeuA 

+ 

7 

PheA 

+ 

8 

ProA 


9 

BGAL 

+ 

10 

PyrA 

+ 

11 

AGAL 

+ 

12 

AlaA 

(-) 

13 

TyrA 

+ 

14 

BNAG 


15 

APPA 

<-) 

18 

CDEX 


19 

dGAL 


21 

GLYG 


22 

INO 

+ 

24 

MdG 

+ 

25 

ELLM 

+ 

26 

MdX 


27 

AMAN 

(+1 

29 

MTE 


30 

GiyA 

(+) 

31 

dWIAN 

+ 

32 

dMNE 


34 

dMLZ 


36 

NAG 


37 

PLE 

+ 

39 

IRHA 


41 

BGLU 

+_ 

43 

BMAN 


44 

PHC 


45 

PVATE 

7 

46 

AGLU 

+ 

47 

dTAG 


48 

dTRE 

+_ 

50 

INU 


53 

dGLU 

T 

54 

dRIB 


56 

PSCNa 


58 

NaCI 6.5% 

7 

59 

KAN 


60 

OLD 


61 

ESC 

r 

62 

TTZ 

~ 

63 

POLYB_R 

+Z. 
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AES Parameter Last Modified: 
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Attachment I n 

U.S. FDA - San Fransisco District i \ /4 / ,2 - 

Laboratory Report Printed Nov4, 2012 08:i5 pst 

Autoprint 


Isolate Group: 439757 TSBieXl^ 

Bionumber: 0303001000010000 J' 4 '] 

Selected Organism: Bacillus simplex 


bioMerieux Customer: 03268 
System #: C23156 



ISSSSSSSf 

Card: BCL 

Number: 239266620 

„ . Apr 2, 2014 13:00 

Expires: p £ T 

inf°rm.ati^*B 

„ , . „ Nov 4, 2012 08:40 

Completed: p gT 

Status: Final 


Selected Organism 

99% Probability Bacillus simplex 

Bionumber: 0303001000010000 Confidence: ^e^jfl^jon 


jSRF 

Organism 


[Analysis Organisms and Tests to Separate: 


[Analysis Messages: 


Contraindicating Typical Biopattern(s) 


Biochemical Details j 

i 

BXYL 


3 

LysA 


4 

AspA 


5 

LeuA 

+ 

7 

PheA 

+ 

8 

ProA 


9 

BGAL 


10 

PyrA 


11 

AGAL 


12 

AlaA 

+ 

13 

TyrA 

+ 

14 

BNAG 


15 

APPA 


18 

CDEX 


19 

dGAL 


21 

GLYG 


22 

INO 


24 

MdG 


25 

ELLM 

+ 

26 

MdX 


27 

AMAN 


29 

MTE 


30 

GlyA 


31 

dMAN 


32 

dMNE 


34 

dMLZ 


36 

NAG 


37 

PLE 


39 

IRHA 


41 

BGLU 


43 

BMAN 


44 

PHC 


45 

PVATE 


46 

AGLU 

<+r 

47 

dTAG 


48 

dTRE 


50 

INU 


53 

dGLU 


54 

dRIB 


56 

PSCNa 


58 

NaCI 6.5% 


59 

KAN 


60 

OLD 


61 

ESC 

(-) 

62 

TTZ 


63 

POLYB_R 
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bioMerieux Customer: 03268 
System #: C23156 


Attachment J 

U.S. FDA - San Fransisco District 

Laboratory Report 


n/d / n 

Printed Nov 4, 2012 14:22 PST 
Printed by: LabTech 


Isolate Group: B. subtilis control-1 
Bionumber: 1377161405556661 
Selected Organism: Bacillus subtilis 




Card: BCL 

Number *®2e«20 

_ . Apr 2, 2014 13:00 

Expires: pDT 

IdentjfjcatjQn^ntormatiotv^ 

„ . Nov 4, 2012 

Completed: 08:41 pgT 

Status: Final 

*" alysis 14.25 hours 

Time: 

Selected Organism 

91% Probability Bacillus subtilis 

Bionumber: 1377161405556661 Confidence: Good identification 


SRF Organism | 


Analysis Organisms and Tests to Separate: 

Bacillus 

subtilis/amyloliquefaciens/atrophae 

Bacillus amyloliquefaciens 
Bacillus atrophaeus 

Bacillus subtilis 

Analysis Messages: 

See product information for additional information. 


Contraindicating Typical Biopattern(s) 

Bacillus 

subtilis/amyloliquefaciens/atrophae dMNE(88) 1 APPA(17),KAN(6),GLYG(69),BGAL(25),GlyA(88), 
us 


Installed VITEK 2 Systems Version: 05.01 
MIC Interpretation Guideline: 

AES Parameter Set Name: 

Page 1 of 2 


Therapeutic Interpretation Guideline: 
AES Parameter Last Modified: 
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bioMerieux Customer: 03268 
System #: C231 56 


Attachment K 

U.S. FDA - San Fransisco District 

Laboratory Report 




. 11*1 I 

I 


Printed Nov 4, 2012 14:22 PST 
Printed by: LabTech 


Isolate Group: B. subtilis control- 1 
Bionumber: 1377161405556661 
Selected Organism: Bacillus subtilis 


Biochemical Details I 

i 

BXYL 

+ 

3 

LysA 


4 

AspA 


5 

LeuA 

(+) 

7 

PheA 

+ 

8 

ProA 


9 

BGAL 

+ 

10 

PyrA 

+ 

11 

AGAL 

r- 

12 

AlaA 

+ 

13 

TyrA 

+ 

14 

BNAG 

(+) 

15 

APPA 


18 

CDEX 


19 

dGAL 


21 

GLYG 


22 

INO 


24 

MdG 

+ 

25 

ELLM 


26 

MdX 


27 

AMAN 


29 

MTE 


30 

GlyA 


31 

dMAN 

+ 

32 

dMNE 


34 

dMLZ 


36 

NAG 


37 

PLE 

+ 

39 

IRHA 


41 

BGLU 

+ 

43 

BMAN 


44 

PHC 


45 

PVATE 


46 

AGLU 

+ 

47 

dTAG 


48 

dTRE 

+ 

50 

INU 


53 

dGLU 


54 

dRIB 


56 

PSCNa 


58 

NaCI 6.5% 

+ 

59 

KAN 

+ 

60 

OLD 


61 

ESC 

r 

62 

TTZ 

T_ 

63 

POLYB_R 

~ 
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FDA_E00482768 



bioMerieux Customer: 03268 
System #: C23156 


hWojd(\r(\v^r L 

U.S. FDA - San Fransisco District ' 7 1 Jl i- 

'O- 

Laboratory Report Printed Nov i, 2012 06:24 pdt 

Autoprint 


Isolate Group: 439757 TSB1 1 1L-1 0^^ 1 

Bionumber: 4327005004010020 

Selected Organism: Bacillus sporothermodurans 




,f 


Identif^ationfflK 

1 nfornatiopMKWK 

Card: BCL 

«Lb.n 239266620 

„ . Apr 2, 2014 13:00 

Expires: pQj 

^ Nov 1,2012 06:52 

Completed: ppj 

Status: Final 

sr* 

Selected Organism 

95% Probability Bacillus sporothermodurans 

_ „ . Very good 

Bionumber: 4327005004010020 Confidence: jdentif j cat j on 


SRF 

Organism | 

Analysis Organisms and Tests to Separate: 


I Ana lysis Messages: 


Contraindicating Typical Biopattern(s) 
Bacillus sporothermodurans AMAN(1), 


Biochemical Details 1 

i 

BXYL 


3 

LysA 


4 

AspA 

+ 

5 

LeuA 

+ 

7 

PheA 

+ 

8 

ProA 


9 

BGAL 


10 

PyrA 

+ 

11 

AGAL 


12 

AlaA 

+ 

13 

TyrA 

+ 

14 

BNAG 

+ 

15 

APPA 


18 

CDEX 


19 

dGAL 


21 

GLYG 


22 

INO 


24 

MdG 


25 

ELLM 

+ 

26 

MdX 


27 

AMAN 

+ 

29 

MTE 


30 

GlyA 


31 

dMAN 


32 

dMNE 


34 

dMLZ 


36 

NAG 


37 

PLE 


39 

IRHA 


41 

BGLU 


43 

BMAN 


44 

PHC 


45 

PVATE 


46 

AGLU 


47 

dTAG 


48 

dTRE 


50 

INU 


53 

dGLU 

~ 

54 

dRIB 


56 

PSCNa 


58 

NaCI 6.5% 


59 

KAN 


60 

OLD 

□ 

61 

ESC 

+ 1 

62 

TTZ 


63 

POLYBR 




_ 




_ 
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U.S. FDA - San Fransisco District 


bioMerieux Customer; 03268 Laboratory Report 

System #.023156 

Isolate Grouf^aLyl-SBS-l 4^7^? 3 , 1/pgj5) 


Bionumber: 000021000000000 
Selected Organism: Kocuria rosea 


4^7 r? 

"/l/li 

-TU- 

Printed Oct 28, 201 2 02:52 PDT 
Autoprint 



w m t 

Identification aBK, 5 ;. .a 
Informationl^jp 

Card: GP 

i-, 0t . 242234040 

Number: 

„ . May 11, 2013 13:00 

Expires: pD j 

„ Oct 28, 2012 

Completed: 02;59 pDT 

Status: Final 

* nalySiS 8.00 hours 

Time: 

Selected Organism 

91% Probability Kocuria rosea 

Bionumber: 000021000000000 Confidence: Good identification 


SRF 

Organism 


[Analysis Organisms and Tests to Separate: 


[Analysis Messages: 


Contraindicating Typical Biopattern(s) 

Kocuria rosea LeuA(83),AGAL(17),AlaA(94),ProA(6), 


Biochemical Details 


2 

AMY 


4 

PIPLC 


5 

dXYL 


8 

ADH1 


9 

BGAL 


11 

AGLU 


13 

APPA 


14 

CDEX 


15 

AspA 


16 

BGAR 


17 

AMAN 


19 

PHOS 


20 

LeuA 


23 

ProA 

+ 

24 

BGURr 


25 

AGAL 

+ 

26 

PyrA 


27 

BGUR 


28 

AlaA 


29 

TyrA 


30 

dSOR 


31 

URE 


32 

POLYB 


37 

dGAL 


38 

dRIB 


39 

ILATk 


42 

LAC 


44 

NAG 


45 

dMAL 


46 

BACI 


47 

NOVO 


50 

NC6.5 


52 

dMAN 


53 

dMNE 


54 

MBdG 


56 

PUL 


57 

dRAF 


58 

0129R 


59 

SAL 


60 

SAC 


62 

dTRE 


63 

ADH2s 


64 

OPTO 
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I 


bioMerieux Customer: 03268 
System #:C23156 


A/ 

U.S. FDA - San Fransisco District 

Laboratory Report 


4VT7S-7 


’/i/i*- 

TL- 

Printed Oct 27, 2012 22:57 PDT 
Autoprint 


Isolate Group: S. aureus-1 


5 . im,y&AS 


Bionumber: 050402023763231 
Selected Organism: Staphylococcus aureus 




Card: GP 

„ 0t . 242234040 

Number: 

. May 11,2013 13:00 

Expires: P q T 

„ Oct 27, 2012 23:11 

Completed: pDT 

Status: Final 

sr* — 

Selected Organism 

99% Probability Staphylococcus aureus 

Bionumber: 050402023763231 Confidence: Excellent identification 


SRF 

| Organism 


Analysis Organisms and Tests to Separate: 


Analysis Messages: 


IContraindicating Typical Biopattern(s) 


Biochemical Details | 

2 

AMY 


4 

PIPLC 


5 

dXYL 


8 

ADH1 

+ 

9 

BGAL 


11 

AGLU 

* 

13 

APPA 


14 

CDEX 


15 

AspA 


16 

BGAR 


17 

AMAN 


19 

PHOS 


20 

LeuA 


23 

ProA 


24 

BGURr 


25 

AGAL 


26 

PyrA 

+ 

27 

BGUR 


28 

AiaA 


29 

TyrA 


30 

dSOR 


31 

URE 


32 

POLYB 

+ 

37 

dGAL 


38 

dRIB 

+ 

39 

ILATk 

+ 

42 

LAC 


44 

NAG 

+ 

45 

dMAL 

+ 

46 

BACI 

+ 

47 

NOVO 


50 

NC6.5 

7 ~ 

52 

dMAN 

+ 

53 

dMNE 

+ 

54 

MBdG 


56 

PUL 


57 

dRAF 


58 

0129R 

+ 

59 

SAL 


60 

SAC 

+ 

62 

dTRE 


63 

ADH2s 


64 

OPTO 
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Attachment 0 

U.S. FDA - San Fransisco District 

Laboratory Report 

Printed by: labtech 


Isolate Group: 439757 FT14-1 

Bionumber: 0253500404050210 
Selected Organism: Bacillus megaterium 


43^757 

Printed Jan 10, 2013 14:41 PSr 


bioMerieux Customer: 03268 
System #: C23156 



L ! 

Card: BCL 

Liber 2392 < 28, ° 

„ . Aug 7, 2013 13:00 

Expires: pDT 

„ 1±J Oct 29, 2012 

Completed: 0200pDT 

Status: Final 

rr 

Selected Organism 

85% Probability Bacillus megaterium 

Bionumber: 0253500404050210 Confidence: Low discrimination 


ISRF 

Organism 


Analysis Organisms and Tests to Separate: 

Low Discrimination Organism 

Bacillus megaterium CASEINfgOLSPORANGEswno.ANAGROWTHOOJ.dMANNOSEOO), 

Bacillus coagulans CASEIN(10),SPORANGEsw(90),ANA.GROWTIH(90),dMANNOSE(90), 

Analysis Messages: 


Contraindicating Typical Biopattern(s) 

Bacillus megaterium OLD(19) 1 NAG(89),LeuA(90),APPA(29) 1 GLYG(94),PyrA(79),ESC(99),PLE(70), 

Baciilus coagulans NAG(89),dMNE{99),PyrA(89),CDEX(87),NaCI 6.5%(3), 


Biochemical Details | 

i 

BXYL 


3 

LysA 


4 

AspA 


5 

LeuA 


7 

PheA 

+ 

8 

ProA 


9 

BGAL 

+ 

10 

PyrA 


11 

AGAL 

+ 

12 

AlaA 

( + ) 

13 

TyrA 

+ 

14 

BNAG 


15 

APPA 

+ 

18 

CDEX 


19 

dGAL 

+ 

21 

GLYG 


22 

INO 


24 

MdG 


25 

ELLM 


26 

MdX 


27 

AMAN 


29 

MTE 

(-) 

30 

GlyA 


31 

dMAN 

+ 

32 

dMNE 


34 

dMLZ 


36 

NAG 


37 

RLE 


39 

IRHA 


41 

BGLU 

+ 

43 

BMAN 


44 

PHC 


45 

PVATE 


46 

AGLU 

+ 

47 

dTAG 


48 

dTRE 


50 

INU 


53 

dGLU 

0_ 

54 

dRIB 


56 | 

PSCNa 


58 

NaCI 6.5% 


59 

KAN 


60 

OLD 


61 

ESC 


62 

TTZ 


63 j 

POLYB_R 
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bioMerieux Customer: 03268 
System #: C23156 


Attachment P 

U S. FDA - San Fransisco District 

Laboratory Report 


Chens'! 

I/'O/O 

PrintedJan 10,2013 14:42 PST d 
Printed by: labtech 


isolate Group: 439757 TSB7 1L-1 

Bionumber: 5373644415357420 

Selected Organism: Low Discrimination Organism 



^H^Rat,o r n';r| 

Card: BCL 

!: 0t . 239266620 

Number: 

„ . Apr 2, 2014 13:00 

Expires: pDT 

„ , t Nov 1,2012 

Completed: 06;03pDT 

Status: Final 

Analysis 14 M hours 

Selected Organism 

Low Discrimination Organism 

Bionumber: 5373644415357420 Confidence: Low discrimination 


SRF Organism \ 


Analysis Organisms and Tests to Separate: 

Low Discrimination Organism 
Paenibacillus 

glucanolyticus/(Bacillus circulans) 

Bacillus circulans CASEIN(20),NaC! 5%(50),dSORBITOL(90),50C(90), 

Paenibacillus glucanolyticus CASEIN(80),NaCI 5%(95),dSORBITOL(10),50C(10), 

Paenibacillus amylolyticus CASEIN(10),NaCI 5%(5)|dSORBITQL(10),50C(10)i 

Analysis Messages: 


Contraindicating Typical Biopattern(s) 

Paenibacillus NAG(861 

glucanolyticus/(Bacillus circulans) ' ' 


paenibacillus amylolyticus ELLM(70), 
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bioMerieux Customer: 03268 
System #:C23156 


Attachment Q 

U-S. FDA - San Fransisco District 

Laboratory Report 


^ 3^757 
l/l o/(h 


Printed Jan 10, 2013 14:42 PST 
Printed by: labtech 




Isolate Group: 439757 TSB7 1L-1 

Bionumber: 5373644415357420 

Selected Organism: Low Discrimination Organism 


Biochemical Details I 

1 

BXYL 

4 

3 

LysA 


A 

AspA 

4 

5 

LeuA 

4 

7 

PheA 

4 

8 

ProA 


9 

BGAL 

4 

10 

PyrA 

4 

11 

AGAL 

4 

12 

AlaA 

4 

13 

TyrA 

4 

14 

BNAG 

(-) 

15 

APPA 


18 

CDEX 

4 

19 

dGAL 

4 

21 

GLYG 


22 

INO 


24 

MdG 

+ 

25 

ELLM 


26 

MdX 


27 

AMAN 

4 

29 

MTE 

O 

30 

GlyA 


31 

dMAN 

+ 

32 

dMNE 

4 

34 

dMLZ 


36 

NAG 


37 

PLE 

4 

39 

IRHA 


41 

BGLU 

+ 

43 

BMAN 

~ 

44 

PHC 

T 

45 

PVATE 


46 

AGLU 

4 

47 

dTAG 


48 

dTRE 

+ 

50 

INU 

~ 

53 

dGLU 

T 

54 

dRIB 


56 ; 

PSCNa 


58 

NaCI 6.5% 


59 

KAN 

(+) 

60 

OLD 


61 

ESC 

T 

62 

TTZ 

0_ 

63 

POLYB_R 









Installed VITEK 2 Systems Version: 05.01 
MIC Interpretation Guideline: 

AES Parameter Set Name: 

Page 2 of 2 


Therapeutic Interpretation Guideline: 
AES Parameter Last Modified: 


FDA_E00482774 




FDA_E00482775 




Food and Drug Administration Office of Regulatory Aff" 1 - 

' ‘ A Collection Report ‘ 

7 to/ Sample Number: 439757 j 111 


n accurate reproduction of the original electronic record a< 


1 Mil II III llll Micro 
439757 56R814 


Episode Number Origin Basis Sample Type 

Domestic Other-Survin Official 

FEI Date Collected . Product Code Responsible Firi 

3009803162 10/15/2012 64LCK03 Dealer 

Compliance Num Country of Origin 

United States 

Related Sm pi Num Position Class Sampling District NDC Number 
INV CIN-DO 


FIS Snipl Num Status 


Dealer is Consumer Crx/DEA Schedule Recall Nui 


Product Description 

Injectable '1 


Consumer Compl. Num Brand Name 

New England Compounding C 
Betamethasone S.P. 


Special assignment for recall D-0000-2012 New Englan 
Compounding Center" 


Firm Legal Name Address Type o 

New England Compounding Center 697 Waverly St Framingham, MA 01702- Manufa 
8589 US 

Interventional Pain Specialist 340 Thomas More Pkwy Crestview Hills, Dealer 

KY 41017 US 

Size of Lot Est. Value RcptType Carrier Nam 

35 Vials $ .00 FDA484 


Method of Collection 

Collected entire lot of 35 vials from Dawn M. Hall, RN 


Type of Firm Firm FEI FCE 

Manufacturer 3003623877 


Q Repacke d by Sample 



Collector's Identification on Package and/or Label 


Collector's Identification on Seal 


Date Delivered 

10/15/2012 


Orig C/R & Records To 
CIN-DO 


Lab w/Split Sample Lab 

0 SAN-LAB 

it Date Document Type Document Remarks 

Other Attachment 1 Copy of labeling on vial 


ANALYSES 

_triCncrabio!o0y _ Sealed Pllth 
— Decomposition ^Metals 
Chemistfy ^ Otn«r„ 


FDA_E00482778 




Payment Amount : Payment Method 704(d) Sample 702(b) Portion Collector's Name 

$0.00 No Charge No No Maribeth G Grattan 

Name of Signer Date & Time of S ignature Meaning 

ET 


Date: 10/15/2012 
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Continuation: 


Product Label 

"NEW ENDGLAND COMPOUNDING CTR 697 WAVERLY ST FRAMINGHAM, MA 01702 800-994-6322 
BETAMETHASONE S.P. (PF) 6MG/ML INJECTABLE Lot # 08202012@ 141 Discard after 2/16/2013***" 


How Prepared 

Vials were placed in a whirl pak bag-used portions in a whirl pack pak inside this whirl pakfsee additional remarks), id'd with a 
white label as below, 525 attached and officially sealed. 

Remarks 

TESTING FOR STERILITY-1S can be obtained if requested. : Mrs. Hall was unaware of the value of the lol-no charge for the 
sample. I collected, the entire lot of product held at the firm. Three vials had been opened by the firm prior to recall. This was 
collected as part of the sample;however is in a seperate bag within the sample for clear distinction. 
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